COOTBETCTBYET ZKCNEPTHOMY OTHETY

o1 15.01.2025 N= 668

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'G HPEHAPATA EHUCTE 0003

1. HAMMEHOBAHMUE JJEKAPCTBEHHOI'O IIPEITAPATA

Hexcanrun 25, 25 Mr, TabIETKH, TOKPHITHIE TIICHOYHOH 000JI0YKOH.

2. KAYECTBEHHBII M1 KOJTMYECTBEHHBI COCTAB

JleiicTByro1IIee BEMIECTBO: AEKCKETOMPOPeHa TPOMETaMOI.

Kaxxnas TabneTka, MOKpbITas TUICHOYHOW 000104K0i, comepkut 36,90 mr mekckeromnpodena
TpoMeTamoJia (3KBUBAJICHT JiekckeTonpodena — 25,00 mr).

[TonHbIM IepeyeHb BCIOMOTaTEeIbHbBIX BEUIECTB MPUBENIECH B pazaene 6.1.

3. JIEKAPCTBEHHASI ®OPMA

TalneTku, MOKPBITHIE TNICHOYHOH 000I0UKOH.

Kpyribie 1BOSKOBBITYKJTbIE TAOJIETKH, TOKPBITHIE MJIEHOYHON 000JI0UKOM OEJI0ro 1IBETa, C PUCKOU
Ha 00eMX CTOpOHAX TaOJETKH.

TalneTky MOKHO pa3feTUTh HAa PaBHBIC J103BL.

4. KJIUHUYECKHUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

[Ipenapat Jlekcanrun 25 nokasaH K IpUMEHEHHIO Y B3pOCIBIX cTapuie 18 ner.
Mpiieuno-ckeneTHass 060 (ciabo WM yMEPEHHO BBIpAKEHHAs), allbrOJAMCMEHOpes, 3yOHas
00J1b.

[Ipenapar npegHazHaueH AJ1s1 CHMITOMATHYECKOTO JICUCHHSI, YMEHBIIEHHUS O0JI U BOCTIAJICHHSI Ha

MOMCHT IIPUMCHCHUA.

4.2. Pe:kum 103MpPOBAHUSA U CIOCO0 MPUMEHEHMSI.

PexxuM 103upoBaHus

Jlist KynmupoBaHUSI CHMIITOMOB CJIEAYET MPUMEHATh HAMMEHBINYIO 3 (PEKTUBHYIO 103y B TCUCHHE
MHUHHMAaJIbHOTO BPEMEHH.

B 3aBHCHMOCTH OT NMPOMCXOXKJICHUS U TSDKECTH OO0JIEBOTO CHHAPOMA, PEKOMEHAyeMas 103a JIs
B3POCIBIX COCTABISIET 12,5 Mr AekckeTonpodeHa

(1/2 Tabnerku npenapara Jlekcanrun 25) yepe3 4—6 1 unu 25 mr nexcketonpodena (1 Tabnerka

npenaparta [lexcanrun 25) kaxsle 8 .
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(NOCNEQCBATENEHOCTE 0003)

MakcumaiibHas CyTO4YHas 1032 — 75 MT.

JlexckeronpodeH He TpeaHA3HAYCH I JIUTENBHON Tepamuu, Kypc JIEYCHUs IpernapaToM
JOJKEH OBITh OTPAHMYEH IEPUOJIOM MPOSBICHUS CHUMIITOMOB, HO HE JOJDKEH IPEBHIIIATH
3-5 mHen.

[To6ounbie 3¢ dexTsl mpenapaTa MOXHO MHUHUMH3HUPOBATh NPH TPUMEHCHUH HAaWMEHBIIICH
3¢ (heKTUBHONH 103bI B TEUEHHWE MHUHUMAIBHOTO IMEPHOJA, HEOOXOAMMOIOo IS KyMUPOBaHUS
CHUMIITOMOB.

Oco0rIe I'pynIbl TanMEHTOB

Iayuenmul nodsrcuno2o 6o3pacma
[TanmenTam MOXWJIOrO BO3pacTa cleAyeT NpUHUMATh mpenapar Jlekcanrus 25, HauuHas ¢
MUHUMAaJIbHOM pPEKOMEHJOBAaHHON [03bl. MakcumanbHas cyTo4Has no3a coctaBisger 50 mr.
B cnydae xopomeil mepeHOCUMOCTH MOTYT IPUMEHSThCA J03bl, PEKOMEHI0BaHHbIE JUIsl 00LIeH
HOITYJISILIVH.
Tayuenmoi ¢ HapyweHuem hyHKyuu novex
VY MmanyeHToB ¢ MOYEYHOM HeTOCTaTOYHOCTHIO JIETKOM CTENEHH TSDKECTH (XpOoHHUYEcKas 00JIe3Hb
nouek, craaus 2 (CK® 60-89 ma/mun/1,73 m?)) nedyenue mpenapatom Jlexcaarus 25 cieayer
HauYMHAaTh C MUHUMAJIbHON PEKOMEHJIOBAHHOM N103bl 1OJ HaOIIOEHHEM Bpada. MakcuManbHas
CyTo4Has J03a cocTasiseT 50 mr.
[Ipumenenne mnpenapata Jlekcanrud 25 y NalMEHTOB C XPOHUYECKOW OOJIE3HBIO IOYEK
crammit 32 (CK® 45-59 wun/mun/1,73 M%), 36 (CK® 30-44 wma/mun/1,73 m?), 4 (CK®
15-29 mn/mMun/1,73 M?) u 5 (CK® <15 mn/mun/1,73 M?) IpoTHBOIIOKA3aHO.
Iayuenmoi ¢ HapyuwieHuem QYHKYuU neveHu
[TarmeHTam ¢ MEYEHOYHOW HENOCTATOYHOCTBIO JIETKOW M CPEAHEH CTENEHU TSHKECTH CIELYET
NpUHUMaTh npenapar Jlekcairus 25, HauMHAs ¢ MUHUMaJIbHON PEKOMEHIOBAHHOW HO3bI MOJ
HaOroZIcHueM Bpadya. MakcuMasbHas CyTOYHas J103a COCTaBisieT S0 mr.
[Ipumenenue npenapara Jlekcajirut 25 y NalMeHTOB C IEYEHOYHONW HEOCTATOYHOCTBIO TSHKETION
CTENEHM TSYKECTH MPOTUBOIIOKA3AHO.

€T’
be3onacHocTh 1 3 hekTUBHOCTD y AeTeil B Bo3pacte oT 0 1o 18 mer He ycTaHOBieHBI. J[aHHBIC
OTCYTCTBYIOT.
[Ipenapar Jlekcanrun 25 npoTuBonokasas y aetei B Bozpacte ot 0 go 18 ner.

Cnoco0 rmpuMeHeHus

[Ipenapar Jlexcanrud 25 NPUHUMAIOT BHYTPh. TaOJIETKH TMPOTJIATHIBAIOT IEIMKOM, 3aluBas

JIOCTAaTOYHBIM KOJMYECTBOM JKUJIKOCTH (HampuMep, cTakaHOM BoAbI). OTHOBPEMEHHBIN MpHEM
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IIPUMEHEHUE IIpenapara He MeHee yeM 3a 30 MUHYT 0 IpUeMa IUIIH.

4.3. [IpoTuBONOKA3aHUS

® TUMEPUYYBCTBUTEIBLHOCTh K JAekckeronpodeny wmm apyrum HIIBIT wunu x mrobGomy wu3
BCIIOMOTaTeNbHbIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

® pa3BHUTHE MPHUCTYNOB acTMbI, OpPOHXOCHa3Ma, OCTPOTO PHHHUTA WM HOCOBBIX IOJIUIIOB,
MOSIBJICHWE KPAlMBHUIIBI WJIM AaHTHOHEBPOTHMUECKOTO OTeKa B CIydasx MPUMEHEHUS
MpernapaToB ¢ aHAJOTHYHBIM JIeHCTBUEM (HampuMep, aneTuicanumioBoi kuciotel (ACK) u
npyrux HIIBII);

e (Qoroamnepruueckre uiu GOTOTOKCHUYECKHE PEaKLUU B MIEPUO/I JI€UEHUsI KETONpOohEeHOM HIN
¢ubparamu B aHaMHe3e;

® KeITyJOYHO-KMILIEYHbIE KPOBOTEUYEHMsS], SI3BbI MIIM Meppopaluyl B aHaMHe3e, BKIOYas
CBsI3aHHBIE C npeamecTByomuM npumenenuem HIIBIT;

®  5PO3UBHO-A3BEHHBIC TOPAKEHHUS KEITYAOYHO-KUIIEUHOTO TPAKTa B CTaIUU 00OCTPEHUS;

® KeITyJOYHO-KMILIEYHbIE KPOBOTEUYEHHMs; JApPYrue aKTHUBHBIE KPOBOTEUEHHsI (B TOM YHCIIE
MO/I03PEHNE Ha BHYTPUUEPEITHOE KPOBOUBIHUSHUE);

e BOCHAJIHTENbHBIC 3a00IeBaHus KuIIeuHHKa (0osie3Hb KpoHa, sI3BeHHBIN KOJIUT);

® TICYCHOYHAs HEJIOCTATOYHOCTH TSHKENION crerneHH TspkecTu (10—15 GamoB o mkaie Yaina-
[Ib10);

e Mporpeccupymoye 3a00jIeBaHus OYEK, MOATBEPKICHHAS TUIIEPKATHEMHUSI,;

e XpoHMYecKas OOJIe3Hb TMOYeK: cTaguu 3a (CKopocTh KiyOoukoBoil ¢uubTpanun CKD)
45-59 m/mun/1,73 M?), 36 (CKD 3044 ma/mun/1,73 m?), 4 (CKD 15-29 mn/mun/1,73 m?),
5 (CK® <15 mn/mun/1,73 M?).

® [IEepHUOJI IOCTE MPOBEACHUS AOPTOKOPOHAPHOTO IIYHTUPOBAHMS,

e TspKeNas cep/ieyHasi HeIOCTaTOYHOCTh;

® reMoOpparu4yecKuil 1uare3 u Apyrue HapyIIeHUs CBEPTHIBAHUS KPOBH;

e Tskenoe o0e3BOKMBaHWE (B pe3yibTaTe PBOTHI, JAMAPEH WM HEAOCTATOYHOTO IpHeMa
JKUJIKOCTH);

® XpOHHWYECKas IUCIICIICUS;

e OEpeMEHHOCTh B TEUYCHHH TPEThEr0 TPUMECTpPa M TEPUOJA TPYAHOTO BCKApMIUBAHUS

(cm. paznen 4.6).
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4.4. Ocofble yKa3aHHsA H Mepbl IIPeI0CTOPOKHOCTH npH-pimenermin = | EHOCTE 0003)

C 0CTOPOKHOCTBLIO

3aboseBaHus IEYEHU B aHaMHe3€e, TeYeHOouHas mopQupus (BKIOYAs OCTPYIO MEPEMEKAIOLTYIOCS
nopdHpHI0), XpoHUUecKas 60o1ne3Hp noyek, cragus 2 (CK® 60-89 mn/mun/1,73 M?), xpoHnUecKas
ceplieuHas HeIOCTaTOYHOCTh, apTepHalibHas TUIEPTEH3Us, O00Ee3BOKMBAHHME, 3HAUYUTEIHHOE
CHIDKEHHE o0beMa IUPKYIMpYIolmed KpoBH (B TOM 4YHCIE TIOCIE XUPYPrHUECKOTO
BMEIIATENECTBA), y MAIMEHTOB, HEMOCPEACTBEHHO IIOCHEe OOIMIMPHBIX XUPYPTrHUECKUX
BMENIATENIbCTB, HAPYILIECHUS KPOBETBOPEHHUS, Y MOXKWIBIX MAIMEHTOB cTapuie 65 yer (B T.d.
MOJTyYalOlUX JIUYPETUKU, OCIAOJIEHHBIX MAlMEHTOB M IAllMEHTOB C HHU3KOM Maccod Tena),
OpoHXHManpHas acTMa, OJHOBPEMEHHOE NpPHUMEHEHHE TJIIOKOKOPTUKOCTEPOHIOB (B T.4.
OpPEIHU30JI0HA), AHTHUKOAryJIstHToB (B T.4. BapdapunHa), aHTHarperantoB (B T.4.
AlETUIICATUIIMIIOBON KUCIOTHI, KJIOMUIOTPENa), CEIEKTUBHBIX HHTMOUTOPOB 00paTHOTO 3axBara
CEepOTOHWHA (B T.4. IUTaNoONpama, (HIyoKCEeTHHA, MAapOKCETHHA, CEpPTpajnHa), HIIeMHYECKas
0one3Hp cepama, LepeOpOBACKYISIpHbIE 3a00JI€BaHUS, JUCIUIUAECMUS/TUIICPIUITHAECMHUS,
caxapHblii nualer, 3a0oneBaHMs Nepu]epHUUECKUX apTepHid, KypeHHe, Halnyue WHQPEKIHH
Helicobacter pylori, cucremnast kpacHas Bomdanka (CKB) u apyrue cucremnblie 3a0oieBaHUs
COCIMHUTEIIPHOW TKaHHW, minuTensbHoe mnpuMmenenue HIIBII, TtyGepkyne3, BbIpaKeHHBIN
0CTEOIIOPO3, ATKOTOJIN3M, TSKEIIbIe COMaTHYEeCKHe 3a00JIeBaHNUS.

Oco0ble yKazaHus

[lpy npuMeHeHMH Yy NAIMEHTOB C AIEPIrMYECKMMM pPEAKUMSIMU B aHAMHE3e HEoOXOIUMO
cO0JII0/1aTh OCTOPOKHOCTD.

Crenyer uzberaTh IpUMEHEHUS Mpenapara Aekckeronpodena B coueranuu ¢ apyrumu HIIBII, B
TOM YHCJI€ CEIEKTUBHBIMU UHruOuTopamu L{OI'-2.

HesxenarenbHble mo6o4Hble 3()(HEKTHI MOXKHO CBECTH K MUHUMYMY IIPH IPUMEHEHHUH Mpernapara
B HauMeHbUIed S(QQEeKTUBHOW J03€ NpU MHUHUMAIBHON JJIMTENBHOCTH IPUMEHEHMS,
HE0O0XOIMMOM JJIs1 KyTUPOBaHUs 00JIEBOTO CHHIPOMA.

beszonacnocms npumenenus 6 omuowenuu 2KKT

NmeroTcs cooOlieHHss O BO3HUKHOBEHUM JKEJIYJAO0YHO-KHMIIEUHBIX KpPOBOTEUEHUH, $3B WIH
nepdopanuii (B HEKOTOPBIX CIydasx C JICTAIbHBIM HCXO0JIOM) Ha (hOHE MPUMEHEHHS JFOOBIX
HIIBII Ha pa3HbIX 3Tamax JIeYeHHs, KaKk ¢ MOSBICHHUEM CHMIITOMOB-IIPEABECTHUKOB, TaKk U 0€3
HUX, a TAaK)Ke BHE 3aBUCHMOCTH OT HAJINYMS CEPhE3HBIX JKEIYJAO0YHO-KHIICUHBIX OCIIOKHEHHUH B
aHaMHe3e. B cimyuae pa3BUTHS KelyJIOYHO-KUIIEYHOIO KPOBOTEUEHHMS Ha (OHE NMPHUMEHEHMs

JneKcKkeTonpodeHa, ero MpueM ciaeayeT NPeKpaTUTh.
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noBbimaercs ¢ yeenaumueHueMm ao3bl HIIBII, y mamueHTOB ¢ s3BOH B aHaMHe3e, OCOOEHHO
OCJIOKHEHHOM KPOBOTEUCHHEM WM Tiepoparfeit, a Takxke y MaUeHTOB MOXKUIIOr0 BO3pacTa.
Ilayuenmul nodxxcunozo eozpacma

VY nanmeHToB MOKUJIOT0 BO3pAacTa MOBBIIIEHA YaCTOTa BOSHUKHOBEHHUS MOOOYHBIX 3((PeKTOB Ha
¢one npumenenuss HIIBII, ocoOeHHO TakMX, KaK J>KEIyJAOYHO-KHIIECYHOE KPOBOTCUCHHE U
po0oieHuE SI3Bbl, KOTOPHIE MOTYT MPEACTABIATh YTpo3y Ui KU3HH. JIedeHrne 3TUX MaeHToB
CJIeyeT HAYMHATh C HAUMEHBIIIEH BO3MOKHOM JO3BI.

[Ipyn HanmuuM y mamueHTa B aHamMHe3€ 330(arurta, racTpuTa W/WiW S3BEHHOM OONe3HU Tepen
HayaJoM JieueHus JeKckeronpodenoM (kak u B ciaydasx ¢ Apyrumu HIIBII) cnenyer yGenutscs,
YTO 3TH 3a00JI€BaHUS HAXOIATCS B CTAAMHU PEMHUCCHU. Y TALMEHTOB C HAJMYMEM CHMITOMOB
natosioruu JXXKKT nmu xporndeckumu 3aboneBanusamu XKKT ciemyeT ocyecTBiIsTs KOHTPOJIb
JUISI BBISIBJICHUS] HAPYIIEHUH MHUIEBAPEHUS, OCOOEHHO KEJTyJ0YHO-KUIICUHBIX KPOBOTEUEHHIH.
HIIBIT cnenyer ¢ OCTOPOKHOCTBIO Ha3Ha4yaTh OOJBHBIM C  KETYJOYHO-KUIIEYHBIMH
3a00JIeBaHUSAMHU B aHaMHe3¢€ (S3BEHHBIN KOIUT, 00se3Hb KpoHa), MOCKOJIBKY CYIIECTBYET PUCK
o0ocTpeHus JaHHBIX 3a00JICBaHUH.

JI1s1 5TUX TAaMEeHTOB, a TAK)KE MAlIMEHTOB, KOTOPbIE HYKIAIOTCSI B OJHOBPEMEHHOM IIPUMEHEHUH
ACK B HM3KMX [J03aX WJIM B TNPUMEHEHHH JIPYyTUX MPENapaTroB, YBEIMUMUBAIOIIUX PHUCK
BO3HUKHOBEHHs HapymeHuid co cropoHsl JKKT, ciemyer paccMOTpeTb BO3MOXHOCTH
KOMOMHHMPOBAHHOW Tepamnuu C IpernapaTraMu-MPOTEKTOpaMHU, HalpUMeEp, MU3O0MPOCTOJIOM HIIU
MHTHOUTOpPAaMU MPOTOHHOM MOMIIBI.

[TanueHThI, y KOTOPBIX B aHAMHE3€ MMENM MECTO moOouHble neiictBus co cropousl JXKT, B
0COOCHHOCTH, MOXKHJIBIC MAIUEHTHI, JOJDKHBI COOOMIATh Bpady O JIOOBIX HEOOBIYHBIX CHMIITOMAX
co croponbl JKKT (0coOeHHO 0 cMMIITOMax, KOTOPbIE MOTYT CBHJIETEILCTBOBATH O JKEITyI0YHO-
KHILIEYHOM KPOBOTEUEHHUH ), 0OCOOEHHO Ha HA4YaJbHBIX CTAIUSAX JICUCHHUS.

CrnenyeT ¢ OCTOPOKHOCTHIO Ha3HAYaTh Ipernapar nalyueHTaM, OAHOBPEMEHHO IPUHUMAIOIIUM
CPEJCTBA, KOTOPHIE MOT'YT YBEJIMYUTh PUCK BOSHUKHOBEHHUS S13Bbl MJIM KPOBOTECUEHMUS:
nepopagbHble KOPTHUKOCTEPOM]IbI, AHTUKOATYJSHTHI (Hampumep, BapdapHH), CEIEKTHUBHbIC
WHTHOMTOPHI 0OPATHOTO 3aXBaTa CEpOTOHMHA WJIM aHTUarperanTsl, Hanpumep, ACK.
bezonacnocmov npumenenus 6 omHoweHuu novex

[Manentam ¢ HapymeHHeM (QYHKIMHU MOYEK Ipernapar cielyeT Ha3HadaTh C OCTOPOXKHOCTBIO,
nockonbky Ha ¢one npumereHuss HIIBIT Bo3MoxHO yxynmieHne (QyHKIIMU TMOYEK, 3aJepiKKa
KUJAKOCTHU B OpraHu3dMe U pa3BuTue oTekoB. Cienyer coOmroAaTb OCTOPOXKHOCTh MpU

IMPUMCHCHUH ITpCriapaTta y Halli€HTOB, OAHOBPCMCHHO MPUHUMAIOIINX TUYPCTUKH, U ITALIUCHTOB,



COOTBETCTBYET ZKCNEPTHOMY OTHETY

y KOTOPHIX BO3MOKHO pa3sBUTHE THIIOBOJIEMHHU 5! D En s UE " Honthirérmbm ~ ko

HE(POTOKCUIHOCTH.

B mepuwon nedeHus HeoOXoauMo oOeCHedHTh aJCKBATHOE TOTPEONICHUE >KUIKOCTH IS
MPEeOTBPALICHHS 00€3BOKUBAHUS M YCUIICHUS TOKCUYECKOTO JEMCTBUS HA MTOYKH.

Kaxk u npyrue HIIBII, npenapat Jlekcaarun 25 MOXET IPUBOIUTH K MOBBIIICHUIO KOHIEHTPALIMHI
a30Ta MOYEBHMHBI M KpEaTMHWHA B IUIa3Me KpoBu. Kak W Jpyrue HMHTHOUTOPHI CHHTE3a
MPOCTArJaHJAMHOB, MpenapaT MOXKET OKa3bIBaTh MOOOYHOE NEHCTBHE HA MOYEBBIICIUTEIBHYIO
CUCTEMY, YTO MOXET MPUBECTU K Pa3BUTHUIO IIIoMepyoHedpuTa, MHTEPCTUIIMAIBHOTO HedpHTa,
NaNWUIIPHOTO HEKPO3a, HePPOTUYECKOTO CUHIPOMA M OCTPOM MOYEUYHON HEIOCTATOYHOCTH.
[Toxxuneie marueHThl 0COOCHHO TIOIBEPKEHBI HAPYIICHUIO (YHKITUH MTOYCK.

bezonacnocms npumenenus 6 omuoweHuu neyeHu

[TarmenTam ¢ HapyiieHreM (QyHKIUY EYEHU MperapaT cieayeT Ha3Ha4yaTh ¢ OCTOPOKHOCTBIO.
Kak w npu mpumenenun apyrux HIIBII, mpemapar MoxkeT BBI3bIBATH KPaTKOBPEMEHHOE H
HE3HAUUTEJIbHOE YBEJIMUYEHUE HEKOTOPBIX «IIEUEHOYHBIX IMOKAa3aTeseil», a TakXKe BhIPAKEHHOE
nossimieHue akTUBHOCTH ACT u AJIT. Ilpu cOOTBETCTBYIOLIEM YBEIMYEHMM YKa3aHHBIX
MoKa3areseil JeueHue MpenapaTom clieAyeT IpeKpaTUuTh.

[Toxumble mareHTsl 0COOEHHO MOABEP>KEHBI HAPYIICHUIO (PYHKIIMH MTEYESHH.

besonacnocms  npumenenuss 6 omuouienuu cepoeyHO-cOCYOUCMOU CUCEMbl U MO3208020
Kposoobpaujenus

Y nanueHToB ¢ apTepuabHOM THNIEPTEH3NEH U/WUJTH CEPACYHON HEJOCTATOYHOCTHIO OT JIETKOU 10
CpeIHEel CTelmeHu TSHKECTH B aHaMHe3e HeO0OXOJUMO OCYHIECTBIIEHHE COOTBETCTBYIOILIETO
KOHTpOJIsI U pekoMeHaanuii. Oco0yr0 OCTOPOKHOCTh HEOOXOIUMO COOMIOATh MPH JICYCHUU
OOJBHBIX C 3a00JIEBAaHUSMU CEpPJIlla B AHAMHE3€, B YaCTHOCTH, C TIPEIIICCTBYIONUMHU STU301aMHU
CepIeYHON HeIOCTAaTOYHOCTH, Tak Kak Tepamuss HIIBII crocoOHa MOBBICUTH PUCK pa3BUTHUS
CepJICYHON HEIOCTATOYHOCTH; ONMCAHBI CIlydyau DPa3BUTHUS 3aJEPKKU KHUAKOCTH U OTEKOB,
cBsA3aHHBIX ¢ mpuMeHeHneM HIIBIL

Knunuueckue uccnenoBanus v SMUEMUOIOTHYECKUE JaHHBIE MO3BOJIAIOT ClI€TaTh BEIBOJ O TOM,
yto HIIBII, ocoGeHHO B BBICOKUX [103aX M MPU JUTUTSIHBHOM MPUMEHEHUU, MOTYT TIPUBOJIUTH K
HE3HAYUTEJIbHOMY YBEJIMYCHHUIO PUCKAa BO3SHHUKHOBEHMS apTepUANbHBIX TPOMOO30B (Hampumep,
uH(papKTa MUOKapJa WIM WHCYIbTa). [JIsl HCKITIOUeHUs PUCKAa BOZHUKHOBEHUSI TAKUX COOBITHMN
IpH IPUMEHEHHUH JIEKCKeTONpodeHa JaHHBIX HEAOCTAaTOYHO.

VY mnamueHToB € HEKOHTPOJHMPYEMOW apTEepUAIbHOW THUIIEPTEH3UEH, 3aCTOMHOW CcepAeYHOMN
HEJOCTAaTOYHOCThIO, TOATBEPKICHHONW HIIEeMUYecKoi O0Je3HbI0 cep/ia, 3a00JIeBaHUSIMU
nepudeprudecKux apTepril U/WiK COCYA0B TOJIOBHOTO MO3Ta Mpernapar caeayeT MIPUMEHSTh MOCIe

TIHaTeHBHOﬁ OILICHKKW COOTHOMICHUS TTOJIB3bI U PUCKaA.
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COCYAMCTOTO 3a0ofieBaHUs (HAmpUMep, TPU TMOBBIIICHHOM apTepUaIbHOM JABJICHHH,
TUTNEPIUNUICMUN, caxapHOM auabere, KypeHHH) Takke HEOOXOJMMa TIIATENbHAs OIEHKa
COOTHOILIEHUS TOJIb3bI U PHUCKA.

Hecenextusabsie HIIBII criocoOHBI yMEHBINIATH arperamuio TPOMOOIIMTOB U YBEIIMUHNBATh BPEMsI
KPOBOTEUECHHS 32 CYET MOJABJICHUS CHUHTE3a NPOCTAIrJIAHIWHOB, B CBSI3M C Y€M Ha3HAUYCHUE
JIeKcKeTonpodeHa naueHTaM, IPUHUMAIOIIUM TIperaparhl, BIUMIONNE Ha reMocTa3 (Halmpumep,
Bap(apyH WIH Ipyrrue KyMapHHbl, UM TeapruHbl) HE PEKOMEHI0BaHO.

[Toxxumple MmanueHThl OCOOEHHO MOJBEP)KEHbl HApPYIICHUSAM (QYHKIHH CEpPACUYHO-COCYIUCTON
CUCTEMBI.

Kooicnvie peaxyuu

Ouens penko Ha ¢one nmpumenenus HIIBIT ormedanuch cepbe3Hble KOKHBIE PEaKIIUU, BKIIOYAs
9KCPOJIMATUBHBIA  JepMaTUT, cuHApoM CrtuBeHca - J[DKOHCOHA, a TakKe TOKCHYECKHMA
ANUJAEPMAIbHBIA HEKPOJIU3, HEKOTOPBIE U3 KOTOPHIX 3aKOHYWIMCH JIETAIbHBIM UCXO0JI0M. Puck
Pa3BHUTHS TAKUX PEAKIIHIA Y MAIMEHTOB, TIO-BUIMMOMY, HarOoJiee BHICOKUH B HaUasIe JICYCHHUS, T.K.
OOJIPIIMHCTBO OINMCAHHBIX SIBICHUN HaAOMIOJANKMCh B TMEpBbIM Mecsn Tepanuu. [Ipu mepBom
MOSIBJICHUH KOXHOW CBIMHU, MOPAKEHUU CIM3UCTHIX 000JIOUEK WIIU JIIOOBIX APYTUX NPU3HAKOB
TUIEPYYBCTBUTEILHOCTH IPUMEHEHHE TIperapara JeKCKeTonpodeHa clieyeT MpeKpaTuTh.
Mackupoeka cumnmomos uHgheKyuoHHvIx 3a001e6anUll

JexckeronpodeH cnocoOeH MacCKHpOBaTh CHMIITOMBI HEKOTOPBIX MH(PEKIIMOHHBIX 3a00JICBaHHH,
YTO MOXXET NMPUBOAUTH K Oojee MO3AHEMY Ha3HAYEHHIO COOTBETCTBYIOIIETO JICUEHUS, U TEM
CaMbIM YXYJIIIaTh UCXOJ HH(PEKIUOHHOTO 3a00sieBaHMs. DTO HAOII0AATI0Ch MTPpU OaKTEpUATbHOM
BHEOOJLHUYHON THEBMOHUHU U OAKTEPUATBHBIX OCIIOKHEHUSIX BETPSTHON OCIIBI.

Korga npemapat gexckeronpodeH BBOAUTCS I 00JIeTYCHUsT 00JH, BRI3BAaHHON WH()EKITMOHHBIM
3a00JieBaHUEM, PEKOMEHJIIyeTCS KOHTPOJIMPOBATh COCTOSHHME TManueHTa. B  aMOynaTopHBIX
YCIIOBUSX (BHE OOJIBHUIIBI) TAIIUSHTY CIIEIyeT MPOKOHCYIBTHPOBATHCS C BPAUOM, €CIIA CUMITTOMBI
COXPAHSIOTCS U YCYT'yOJISIOTCS.

B 0co0bIx ciydasx BO3MOKHO pPa3BUTHE TXKENbIX MH(EKIIMOHHBIX OCIOKHEHUN CO CTOPOHBI
KOKM M MITKMX TKaHed Ha (oHe BeTpsHON ocmbl. [IOMHOCTBIO HCKIIOYUTH BEPOSTHOCTH
B3auMocBs3u npumenenuss HIIBII ¢ pa3ButueM mnogoOHBIX MH(EKIMOHHBIX OCIOKHEHHH B
HacTosimiee BpeMs HEBO3MOKHO. I[losToMy mpu BeTpsHOW ocmle MPUMEHEHHUs Ipenapara

Hexcanrun 25 cnemyeT nzoerars.
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(NOCNEQCBATENEHOCTE 0003)

Jlononnumenvnas ungopmayus

Ocobast 0CTOpOKHOCTB TpeOyeTcs MpU Ha3HAUYEHUH Iperapara O0JIbHBIM C:
e BPOXJIECHHBIMH HapyIIEHUsIMH MeTabonu3ma mnopdupuHa (Hampumep, NpU  OCTPOU
nepemeskaronieiics noppupun);

e 00€e3BOKMBAHUEM;
® HEMOCPEJCTBEHHO MOCIE OOMIMPHBIX XUPYPIrHUECKUX BMEIIATEIBCTB.
Ecnu Bpau cumrtaer, 4ro JUIMTENbHOE NPUMEHEHHE IEKCKeTornpodeHa HeoO0XOAUMO, CIeayeT
pEryJisipHO KOHTPOJIUPOBATh (PYHKLUIO MIEUYSCHH, TOYEK U MTOKa3aTeIN OOIIEro aHaIn3a KPOBH.
B ouenp penkux ciyuasx HaOMIOJATUCh TSDKENbIE OCTPbIE PEAKIMM TUIEPUyBCTBUTEIBHOCTH
(manmpumep, aHadumakTuueckuii mok). [Ipm mepBBIX TNpU3HAKAX THKEIOW peakluu
THIIEPUYBCTBUTEIBHOCTH HEOOXOIMMO IPEKPATUTh MIPUEM Ipernapara Jlekcanrus 25.
Heo6xoauMo HauaTh CHMNOTOMAaTHYECKOE JICUEHHE MMOJI HAONIOJCHHEM KBAIM(UIIMPOBAHHOTO
CHELUAINCTA.
[TaumeHTsl, cTpajarolmMe acTMOMl B COYETAHMHM C XPOHMYECKUM PUHHTOM, XPOHHYECKHM
CHHYCHUTOM H/MJIM TOJMIAMH HOCa, TMOJBEPXKEHBI 0OoJiee BBICOKOMY PHCKY aJIEPTHYECKUX
peaxmuii Ha ACK w/mnm HIIBII, yem ocranbhas monyssiuus. [IpuMmeHeHue mpernapara MOKET
BbI3BaTh INPUCTYN acTMbl WJIHM OpOHXOCNAa3M, OCOOEHHO Yy MAIMEHTOB C aJJIEPrHYECKUMHU
peakuusimu Ha ACK wum HIIBII.
B npenapare copepxutcs menee 1 Mmmonb HaTpus (23 mr) Ha 1 TabneTKy, HOKPHITYIO MJICHOYHOM
000JI0YKOM, T.€. mpenapaT MPaKTUYECKH HE COACPKUT HATPHSL.

eTH

be3onacHoCcTh MpUMEHEHUS y AETEN HE YCTAaHOBJICHA.

4.5. BzaumopeiicTBue ¢ IPYrHMH JIEKapCTBEHHBIMH NpenapaTaMu U Apyrue BUAbI
B3aNMOAEHCTBUI
Huwxecnenyromnme B3auMoieicTBU XxapaktepHsl g Bcex HIIBII.

Heocenamenvuvle kombunayuu

C opyeumu HIIBII (éxniouasn cerekmugnvie uneubumopst L[OI'-2) u canuyuramamu 6 8blCOKUX
0ozax (bonee 3 o/cym): onmHOBpeMeHHOe mpuMeHenne Heckonbkux HIIBII Bcneacteue
CHHEPTUYECKOTO 3P (deKTa MOBBIMACT PUCK PA3BUTHS HKEITYIOYHO-KUIIEYHOTO KPOBOTCUCHUS U
SI3BBI.

C anmuxoaeynranmamu: HIIBII MoryT ycunusathb 3¢ (peKkT aHTHKOAryJISIHTOB, TAKUX KaK BappapuH
B CBSI3H C BBICOKOH CTETICHBIO CBSI3BIBAHUS C OCIKaMH TIIa3MbI KPOBU, MHTUOMPOBAHUEM (DYHKITHH

TPOMOOIIUTOB U TIOPAKEHUEM CIIM3UCTON OOOJIOUKHM KEIIyJKa W JBEHAAIATUIIEPCTHOW KHIIKH.
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10C B & HOCTL 0003
B ciyuae HEOOXOAMMOCTH OJHOBPEMEHHOIO MMeHeHHr HMMT% - 'rlom’;ﬁonb

COCTOSIHUS TIALIMEHTA U PEryJIApHBIA MOHUTOPUHT J1a00paTOPHBIX MOKa3aTeNeH.

C 2enapunom: IOBBIIIACTCS PUCK PA3BUTUS KPOBOTEUCHUS (B CBSA3M C MHTMOMPOBaHUEM (PYHKLIUU
TPOMOOLIUTOB W TMOBPESKIAIOMIMM JEHCTBUEM Ha CIM3UCTYI0 OOOJIOUKY JKelylIKa U
JBEHAALIATUIIEPCTHON KHUIIKH). B cioyyae HeoOXOIMMOCTH OJHOBPEMEHHOTO MPUMEHEHUS
CJIEZyeT OCYILECTBIIATh TUIATEIbHBIN KOHTPOJIb COCTOSHUS MMALMEHTA U PETYJISIPHBI MOHUTOPUHT
1ab0paTOPHBIX MMOKA3ATEICH.

C enokokopmukocmepouoamuy: TIOBBIIIAETCS PHUCK SI3BEHHOTO MOPAXEHUsSI KENTyI0YHO-
KHILIEYHOT'O TPAKTa U KPOBOTEUEHUH.

C npenapamamu numus: HIIBII noBslaroT KOHLIEHTPALMIO JUTUS B IJIa3M€ KPOBH BILIOTH J10
TOKCHYECKOW (CHMKAeTCsl BbIBEJICHHE JIUTHUS Yepe3 MOYKHU ), B CBSI3H YeM KOHLIEHTPALUIO JINTHS B
1asMe KpPOBH HEOOXOIMMO KOHTPOJUPOBATH B Hayaje JIEYCHHS JEKCKETONpOo(peHOM, Mpu
KOPPEKIIMHU €ro J03bl U OTMEHE Mpenapara.

C memompexcamom 6 @vlcokux 003ax (15 me/ned u 0Oonee): BO3MOXKHO TOBBIIICHHUE
reMaTOJIOTHYECKOM TOKCUYHOCTH METOTPEKCaTa B CBSI3U CO CHIDKEHUEM €T0 MTOUYEHYHOT0 KITUpEeHca
npu ogHOBpeMeHHOM npuMeneHuu ¢ HITBII.

C cuoanmounamu u cyrvghonamudamu: BO3MOXXHO YCUIICHHE UX TOKCUYECKOTO JIeHCTBUS.

KOM6HHGHMM, mpe6womue OCnmoposHcHocmu

C ouypemukxamu, uneubumopamu aueuomeHunnpespawaiowezo gepmenma (AID), anmu-
ouomuxamu u3z pynnvl AMUHOIUKO3UOOB, AHMAZOHUCMAMU pPeyenmopos aneuomensuna I1I:
JEKCKETONPOGEH MOXKET OCJIA0IIATh ICHCTBHE JUYPETUKOB M THITOTEH3UBHBIX CPEJICTB.

Y HEKOTOpHIX MAIMEHTOB ¢ HapyIIeHuEeM (QYHKIIUU MOYeK (HarmpuMmep, Mpu 00e3BOKUBAHUU WITH
y TOXWJIBIX MAlMEHTOB C HapylIeHHEeM (PYHKIIMH MOYEK) MPUMEHEHHE CPEJICTB, OKA3bIBAIOIINX
unruoupytomee aeiicteue Ha [lOI, omHoBpemenHno ¢ muruomropamu AlIID, anTaroHucramu
penentopoB aHruoreH3uHa [l M aHTHOMOTHKAMU-aMHHOTIIMKO3HMIAMH MOXET IMPHUBECTH K
JMAIbHEUIEMY YXYIIICHHIO (PYHKIIMUA TOYEK, YTO, KaK MPaBHUIIO, HOCUT OOpAaTUMBIA XapakKTep.
[Ipu Ha3HaYeHUHU AEKCKETOMPOQeHa OHOBPEMEHHO C TNYPETUKOM HEOOXOIUMO YOEIUThCS, UTO
NAIMEHT MOJyYaeT JOCTATOYHO YKUIKOCTH, a TAK)KEe KOHTPOJIMPOBATh (DYHKIIHIO ITOYEK B Hadaye
JICYCHHSL.

C memompexcamom 6 HUBKUX 003ax (meHee 15 me/Hed): BO3MOXHO TOBBIIICHHUE
reMaToIOrMYeCKON TOKCHYHOCTH METOTPEKCATa B CBSI3H CO CHUIKCHHEM €T0 MOYSUHOT0 KIIUpEeHca
Ha ¢oHe ogHOBpeMmeHHOoro npuMeHnenus ¢ HIIBII. B Teuenue nepBrix Hemenb 0THOBPEMEHHOTO
NPUMEHEHHUST HEOOXOIUM EKEHENENbHBI TOJCUET KIETOK KpoBHU. [IpW Hanwmuuu HapymieHHS
GYHKIIUM TIOYEK JaKe JIETKOM CTENeHW, a TaKXke Yy JHUI[ MOXHIOTO BO3pacTa HEOOXOIUMO

TIIATETFHOE HAOIOICHNE Bpaya.
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C newmoxcuguiiunom: BO3MOXHO TIOBBIIIICHHE pncxdwgé%ﬂ%': BoBGTeH I;E.THM%[HI/IM

THIATENbHBIA KIMHUYECKUH MOHUTOPUHT U PETYJIIpHasi IPOBEPKA BPEMEHU KPOBOTCUCHHUSI.

C 3u008y0unom. CYyIIECTBYET PUCK YCUJICHUS TOKCHYECKOTO JEHCTBUS HA SPUTPOLIUTHI,
00yCIIOBJIEHHOT'O BO3/IEWCTBUEM Ha PETUKYJIOLMTHI, C PA3BUTHEM TSDKEJION aHEMUH Yepe3 HEeIeIIo
nocie Havanma npumeneHuss HIIBII. HeoOxomumo mnpoBeneHue oOIIero aHamm3a KpPOBU C
MOJICYETOM KOJINYECTBA PETUKYJIOLUUTOB uepe3 1-2 Hex nocne Havana tepanuu HIIBIIL

C eunoenuxemuueckumu cpeocmeamu 011 npuema eHymps: HIIBII Moryt ycunuBarth
TUIOTIMKEMHYECKOe JIEHCTBUE MpenaparoB CyiIb(GHOHUIMOUYEBUHBI BCIEACTBHE BBITECHEHUS
CyJb()OHMUIMOYEBHHBI U3 MECT CBSI3BIBAHMSI C OEJIKAaMHU I1JIa3Mbl KPOBHU.

KOM6HHGHMM, Komiopbsle HeoOX00UMO NPUHUMAMb 60 BHUMAHRUE

C B-appenoOnokaropamu: mpu ogHOBpeMeHHOM mpumeHennn ¢ HIIBIT MoxeT ymeHbIIAThCs
AHTUTUNEPTCH3UBHBIA AP (PeKrT [P-ampeHoOI0KaTOpPOB BCIEACTBUE WHTHOMPOBAHUS CHHTE3a
MpOCTarjaH HuHOB.

C yuknocnopunom u maxponumycom: HIIBII moryT yBenuuumBaTh HEPPOTOKCHYHOCTH, YTO
OTOCPEIOBAHO JCHCTBUEM PEHAJIBHBIX MPOCTAryIaHIUHOB. [IpU OJHOBpEMEHHOM MPUMEHEHUU
HEO0OXOAMMO KOHTPOIHPOBATH (DYHKITUIO MTOYCK.

C mpombonumukamu: OBBIIIAETCA PUCK Pa3BUTUS KPOBOTEUEHUS.

VBenuuuaercst puck pasutusi kpoBoreueHus u3 XKT npu ogHOBpeMEHHOM NPUMEHEHHH C
uneubumopamu obpamnoz2o 3axeama cepomonuna (IUTAIONPaM, MAPOKCETHH, (IIyOKCETHH,
ceptpanun) u anmuacpecanmamu (Bkiaodas ACK u knonugorpen).

C npobeneyudom: BO3MOKHO MOBBIIIEHNE KOHLIEHTPALIUU IeKCKeTopodeHa B miia3Me KPOBH, UTO
MOKET OBITh 00YCIOBIEHO HHTHOUPYIOMUM 3P HEeKTOM MpoOeHeInaa Ha TOYSUHYIO TYOYISIPHYIO
CEKPEINIO U KOHBIOTAIUIO C TITFOKYPOHOBOW KUCIOTOW; MOXET OTPEOOBATHCS KOPPEKIIHS JO3bI
nekckeronpodena.

C cepoeunvimu enuxozudamu: HITIBII MOTyT MOBBIIIATh KOHIICHTPAIMIO CEPACYHBIX TIIMKO3UI0B
B IIJITa3M€ KPOBH.

C  mughenpucmonom: CymIeCTBYET TEOPETHUYECKHA PHCK U3MEHEHUS J(PPEKTUBHOCTH
MU(EnpUCcCTOHa MO JeHCTBHEM HWHTUOUTOPOB MpOCTarjaHAWHCHUHTETa3bl. OrpaHUyYeHHBIE
JTAHHBIE TTO3BOJISIOT TPEAIOI0KUTh, YTO OJJHOBPpEMEHHOE npuMeHeHne Mudenpucrona ¢ HITBII
B JIHb MIPUMEHEHHUS MPOCTAriaHINHa HE OKa3bIBa€T HEOIArONMPUSATHOTO BIHSHHS Ha JEHWCTBUE
MUGDEPUCTOHA WIH MPOCTArJIaHMHA B OTHOIIICHUN CO3PEBAHUS IEMKU MATKH UJIH COKPATUMOCTH
MaTK{ U HE CHUXKAET KIIMHUYECKYI0 3P(EKTUBHOCTh CPEACTB /ISl MEJUKaMEHTO3HOTO adopTa.

C xunonomamu: AaHHBIE HKCIEPUMEHTAJIbHBIX HCCIEIOBAHHI Ha JKUBOTHBIX YKAa3bIBaIOT Ha
BBICOKUH PUCK Pa3BUTHs CyIopor Ipu oaHoBpeMeHHOM npumeHeHun HIIBII ¢ xuHOnoOHamu B

BBICOKHX 103aX.
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C menoghosupom: Tpu OAHOBPEMEHHOM IpHMGHGHﬂ[gl:::JE%MEME' - Toshifiatses

KOHIIGHTpallMs a30Ta MOYEBUHBI M KpeaTMHHMHA B IUIa3M€ KpPOBU, MO3TOMY /i OLEHKU
BO3MOKHOTO BJIUSIHMSI OJIHOBPEMEHHOI'O TPUMEHEHMsI JAaHHBIX JIEKAPCTBEHHBIX CPEICTB
HEO0OXOAMMO KOHTPOIHPOBATH (PYHKITHIO MOYEK.

C oegpepacupoxcom: npu ogHOBpeMeHHOM npuMmeHeHHH ¢ HIIBII mMokeT moBBIIATHCS PHUCK
tokcnueckoro BoszaedcTBuss Ha JKKT. I[lpu npumeHeHum nexckerornpodeHa COBMECTHO C
nedepacupoKcoM HE0OXOIUMO THIATETFHOE HAOIIOIEHNE 32 COCTOSTHUEM IMaIUeHTA.

C nemempexcedom: nipu onHoBpeMeHHOM nipuMmeHeHuu ¢ HITBII mokeT cHUXaThCsl BBIBEACHUE
neMerpekcena, nmodromy npu npumeneHunu HIIBII B BbiCOkMX m03ax HEOOXOAMMO MPOSBISATH
0COOYI0 OCTOPOKHOCTh. Y TAIIUEHTOB C MMOYEYHON HEAOCTATOYHOCTHIO JIETKOW CTEMEHU TSHKECTH
(xporudeckas 6GonesHp mouek, cramus 2 (CK® 60-89 mu/mun/1,73 M%) ciemyer m3berarsh
oaHoBpeMeHHoro npuema nemerpekcena u HIIBII B Teuenue nByx gHew 10 W ABYX JHEU MOCIE

npremMa rneMeTpeKcea.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

JekckeronpodeH MpoTUBOMOKA3aH B TEUEHHHM TPEThEro TpPUMECTpa OepeMEHHOCTH M Mepuoia
TPYJIHOTO BCKapMiIMBaHus (cM. pasnen 4.3).

bepemeHHOCTD

[TomaBnenue cMHTE3a MPOCTATIAHIMHOB MOKET HEOIArOMPUATHO BIUATH HA OEPEeMEHHOCTh U/WIH
pazButHe SMOpHOHAa W IUIoAa. Pe3ynbTaThl  SMUAEMHOJOTHYECKHX  HCCIeIOBaHUI
CBUJETENBCTBYIOT, YTO MpEnapathl, MOJABISIONINE CHHTE3 MPOCTArIaHInHOB, TPUMEHSIEMbIE Ha
PaHHUX CTaausX O0EpPEeMEHHOCTH, CIIOCOOHBI yBEIMYMBATh PHCK CAMOIPOMU3BOJIBHOTO abopTa, a
TaKk)Ke Pa3BUTHS y TUIOAA MOPOKA CEepAlla M He3apalleHHs] NepeqHeil OpIONTHOW CTEeHKH; Tak,
aOCOJIIOTHBIM ~ PUCK PAa3BUTHS AaHOMAJMKA  CEPJIEYHO-COCYAMCTOM CHUCTEMBI  BO3pacTall,
npuOIN3UTENbHO, ¢ MeHee ueM 1 % 10 1,5 %. Cuuraercs, 4To pUcCK BO3pacTaeT ¢ yBEIHMUYEHUEM
JIO3BI U JITUTEIILHOCTH PUMEHECHHSI.

Y J)KMBOTHBIX Ha3HAUEHUE MHTUOUTOPA CHHTE3a MTPOCTATJIaHAMHOB MPUBOIMIIO K YBEIIMYCHHIO JI0-
U TIOCTUMIUIAHTALMOHHBIX MOTEPh W MOBBIIMICHUIO dSMOpHUOHAIBHON cMmepTHocTU. Kpome Toro,
ObUIM TOJIy4eHbl JaHHbIE O TOM, 4YTO Y JKMBOTHBIX, IOJIy4aBIIUX HWHTMOUTOpP CHUHTE3a
MPOCTArJaHAMHOB B TIEPUOJI OPTaHOTeHE3a, MOBBIIIAIACH YaCTOTA BOZHUKHOBEHHS Pa3IHMUHBIX
IIOPOKOB Pa3BUTHSI IJI0J1A, B TOM YHCJIE, U €70 CEPAEYHO-COCYTUCTON CUCTEMBI.

Tem He MeHee, TPU UCCIIETOBAHUIX HA )KUBOTHBIX MPU3HAKOB TOKCUYHOCTHU JIeKCKeTonpodeHa B

OTHOIIICHUU PENPOTYKTUBHON CHCTEMBI HE BBISBIEHO (CM. pa3zaen 5.3).
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Haumnas ¢ 20-ii Hemenu OepeMEHHOCTH, II HMeHeH%':'i;élglé';@ﬁ%g$w'm;);c_’r'-' BEIBATH

OJIUTOTUAPAMHHOH, OOYCIIOBJIEHHBIH HapylleHHeM (QYHKIMM TMOYEeK IUIOAA. OJTO MOXKET
IPOM30UTH BCKOPE MOCIIE Havyaja JeUeHUsI U 00BIYHO 00pPaTUMO MOCHE €ro MPEKPaICHHUS.

Kpome Toro, 6111 COOOIIEHUS O Cilydasix CyXKEHHs apTepUalIbHOrO MPOTOKA MOCHE JIEYEHUs BO
BTOPOM TPHUMECTpPE, OONBIIMHCTBO M3 KOTOPBIX PA3PEIIMIMCH IOCIE MPEKPAIIEHUs JIEUSHHUS.
[TosTOMy B TeUeHHE MIEPBOTO U BTOPOTO TPUMECTPOB OEPEMEHHOCTH HE CIIeIyeT Ha3HAYaTh IpUeM
npemnapara, eclii B 3TOM HET sBHOM HeoOxoammoctu. Ecim pekckeronpodeH HCmonb3yeTcs
KEHIMHOM, NBITAIOIIENCs 3a4aTh peOEHKa, WM BO BpEMs IEPBOIO U BTOPOrO TpUMECTpa
OEpeMEHHOCTH, TO J103a JOJKHA OBITh KaK MOKHO HMIKE, a MPOJOJKUTEIBHOCTD JICUEHUS KaK
MOXxHO kopoue. [Tocne npuema nexckeronpodeHa B Te4eHUE HECKOJIBKUX JHEH, HaunHas ¢ 20-i
Henenu OepeMEHHOCTH, CIIEQYeT PAacCMOTPETh BOMPOC 00 aHTEHATalbHOM MOHUTOPHMHIE Ha
IOpeIMeT OJIMTOTMJPAMHUOHA M CY)XKEHHUS apTepHalgbHOro mnportoka. I[Ipum oOHapykeHHH
OJIMTOTUAPAMHHMO3a WM CY>KEHHUS apTepUalIbHOTO MPOTOKA IMpPHUEM JeKCKeTonpodeHa cienyer
OTMEHUT.

B T1perbem TpumecTpe OEpeMEHHOCTH BCE WHITMOMTOpPHI CHHTE3a MPOCTArjaHIdHOB MOTYT
HOJBEPraTh IO/ CIEAYIOUMM PHCKaM:

- TOKCHUYHOCTH JJISi CEpAEYHO-JIETOYHOM CUCTEMbI (IIPEXKIAEBPEMEHHOE Cy’KEHHE/3aKphITHE
apTepHaJIbHOTO IIPOTOKA U TMIEPTEH3US B CUCTEME JIETOUHOM apTEepHH);

- Tuc(YHKIUU TIOYEK (CM. BHIIIIE);

B KOHIIE OEPEMEHHOCTH Y MaTe€PU U Y HOBOPOXKJICHHOTO BO3MOKHBI CIIEIYIOLIHNE SIBICHUS:

- BO3MOXKHO€ YJUIMHEHHE BPEMEHU KPOBOTEUEHUsI, 00YCIOBIEHHOE HHIMOUPYIOIINM JeHCTBUEM
npernapara Ha arperaluuio TpOMOOLMTOB, KOTOPOE MOXET HMPOSIBIATHCS JaXKe MPHU €ro IMpueMe B
OUYEHb HU3KHX /1033X;

- TIOJABJICHHE COKPATUTEJBHOM AaKTMBHOCTH MAaTK{, HPHUBOASIIEE K 3ala3[blBaHUIO0 WM
3aTATMBAHUIO POJIOB.

Jlakranus

CBeneHuii 0 IPOHUKHOBEHHH JEKCKETONMPOQEeHa B MaTEPUHCKOE MOJIOKO HeT. JlekckeTonpoden
IPOTUBOIIOKA3aH B EPUOJI TPYJHOI0 BCKapMIMBaHus (cM. pasaen 4.3).

DepTUILHOCTE

[Ipenapar Jlekcanrun 25, kak u apyrue HIIBII, mMoxer cHMXaTh >KEHCKYIO (EepTHIBHOCTH,
[IOSTOMY €ro He pPEKOMEHAyeTCs Ha3HayaTh >KEHIIMHAM, IUIAHUPYIOIIUM OEpeMEHHOCTD.
VY JKEHIIMH, MMEILMX NpoOJeMbl ¢ 3a4aTHeM WM MPOXOJAIIUX 00CIEIOBAHUE B CBS3U C

OecruioiveM, clielyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI JIeKCKEeTONpodeHa.
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4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TpchnHB';ﬂismg %‘%IE?M:%T&%;Q%}L c

MeXaHU3MaMu

Jlexckeronpod)eH MOXKET BBI3BIBATH TOOOYHBIC JIEHUCTBUSA, TaKHe KaK TOJIOBOKPYXKEHUE,
HapylLICHUE 3PEHUs] WIM COHJIMBOCTh. B Takux ciydyasx BO3MOXHO YXYZIIEHHWE CIIOCOOHOCTH K
OBICTPOMY pEarupoBaHUI0, OPUEHTHUPOBAHUIO B JOPOXKHOM CUTyalluM M CIIOCOOHOCTH K

YHOpaBJICHUIO MCXaHU3MaMHU.

4.8. HexkennaTeibHbIe peakuuu

Pesrome mpoduiist 6e30nacHOCTH

UYame Bcero HabmogaroTCsl HexenarenbHble peakiuu co ctoponsl JKKT. Bo3moxkHo pa3BuTHe
NENTUYEeCKONH 3BBI, Meppoparuu WU SKEITYJOYHO-KUIIEYHOTO0 KPOBOTEUCHHsS, WHOTIAA C
JeTalbHBIM HCXO0JI0OM, OCOOCHHO Yy MOXWJIBIX ManueHToB. [lo mMmeronmmces naHHbIM, Ha ¢GoOHE
NPUMEHEHHUs IIpenapara MOTYT HOSBISATbCA TOIIHOTA, PBOTA, IUapes, METEOPHU3M, 3aIop,
TUCTIEITHYECKUE SIBIICHUS, OONb B JKUBOTE, MEJCHA, KpPOBaBas PBOTA, SI3BEHHBIN CTOMATHT,
oboctpenue konuta u 6ose3ran Kpona. Pexxe Habmogaetcst ractput. Takxke UMEIOTCS COOOIIEHUS
00 oTeKax, apTepuaTbHONU TUIIEPTOHNUHU U CEPJICIHON HelocTaToOuHOCTH Ha (pone neuenust HITBII.
Kax u npu npumenennn npyrux HIIBII, Bo3MokHO pa3BuTHE CIAEAYIOMHX MOOOYHBIX A(h(PEKTOB:
ACENTUYECKUM MEHUHTUT, Pa3BUBAIOLIMKCA NPEUMYIIECTBEHHO Y MAllMEHTOB C CHUCTEMHOMU
KpacHOW BOJMYAHKOW WM JPYTHMH CHCTEMHBIMH 3a00JIEBAaHUSMHU COCIUHUTEIHHON TKaHH,
reMaTojIorMuyeckue HapyueHuss (TpoMOOLMTONEHUYECKass MypIypa, arlacThyeckas U
reMOJIMTHYECKas aHEMUH, B PEAKUX CIy4asxX - arpaHyJIOLHUTO3 U TUIIOMIIAa3Usl KOCTHOTO MO3Ta).
Bo3moxHBI OyJuie3HbIe peakiuu, B TOM yucie cuaapoM CtuBeHca-/[)KOHCOHA U TOKCUYECKHIA
AMUJEPMAIbHBIA HEKPOIHU3 (OUYEHb PEAKO).

CormacHo pe3ynbTaTaM KIMHUYECKHX MCCIEIOBAHUM W SNUIAEMHUOJIOTMYECKUM JaHHBIM,
npumeHenne HekoTopbix HITBII, ocoGeHHO B BRICOKHX /103aX U B TEUECHHUE IJTUTEILHOTO BPEMEHH,
MOJKET COIMPOBOXKAATHCS HEOONBIIUM YBEIMYCHHEM PHCKA PA3BUTHS MATOJOTHH, BBI3BAaHHON

TpoMO030M apTepuii (Harpumep, HHpapKTa MHOKap/1a UM UHCYIIbTA).

Pe3roMe HexxenaTeabHbIX PEAKIINN

Bo3MmoxHBIE HEXKeNaTeNbHBIE pPeakIUU TMpH MPUMEHEHUH Mpenapara MPHUBEICHbI HIDKE TI0
HUCXOJSINEH YacTOTe BOSHUKHOBEHHS: 04eHb yacTo (> 1/10), yacmo (<1/10, >1/100), neuacmo
(<1/100, >1/1000), peoko (<1/1000, >1/10000), ouensv peoxo (<1/10000), vacmoma neuzsecmuna
(Ha OCHOBaHHMH MMEIOLTUXCS TAHHBIX OLICHUTh HEBO3MOXKHO), BKIH0UAs OMOEIbHbIE COOOUCHUS.
Hapywenus co cmoponul kposu u tumghamuueckotl cucmemol

Ouendv pedxo: HEUTPOTICHHSI, TPOMOOIIUTOTICHHS.
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Hapywenus co cmoponvl uMMyHHOU cucmembl

Peoxo: otek ropranu;

Ouendb pedro: aHAPWIAKTHUECKUE PEAKIINH, BKIIOUask aHAPUITAKTHUIECKUN TIOK.
Hapywenus memabonuzma u numarnus

Peoko: anopekcusi.

Tcuxuueckue Hapyuienus

Heyacmo: 6ecconHuIia, ouryieHne 0eCroKoicTBa.

Hapywenus co cmopoHbl HepsHOU cucmembl

Heuacmo. TonoBHas 00J1b, COHIIMBOCTb, TOJIOBOKPYKCHHE;

Peoxo: mapecreznn, 0OMOpOK.

Hapywenus co cmoponwl opeana 3penus

Ouenb pedko: HEYETKOCTh 3PEHUSI.

Hapywenus co cmopoHbl opeana ciyxa u 1aoupunmuvle HapyuleHus
Heuacmo: BepTuro;

Ouenb pedxo: 3BOH B yIlax.

Hapywenus co cmoponul cepoya

Heuacmo: omymeHue cepaieOneHms;

Ouenb pedxo: TaxuKapaus.

Hapywenus co cmoponul cocyoucmoii cucmembl

Heuacmo. NpuiuBeI,

Peoko: moBBIIIEHNE apTEPUATTEHOTO AABIICHHS,

Ouenb pedxko: CHUKEHUE apTepUAIBHOTO JABIICHUS.

Hapywenusa co cmoponwvl opeanos ovixanus, epyoHotl KI1emKu U cpeoocmeHus
Peoko: 6pamumHon;

Ouenb pedxo: OPOHXOCTIa3M, OJIBIIIKA.

Kenyoouno-kuuieynvie HapyuleHus

Yacmo: TOIIHOTA W/WIU PBOTA, OOJb B )KUBOTE, NUCIICTICHUS, THAPES;
Heuacmo: TacTpuT, CyXOCTh BO PTY, 3aII0p, METCOPU3M;

Peoko: 3p0o3uBHO-SI3BEHHBIE TIOPAXEHUS KemyqouHo-kumeuHoro Tpakta (JKKT), kpoBoTeueHue
U3 SI3BBI WJIH ee epdopanus;

Ouenb pedxo: TaHKPEATHUT.

Hapywenus co cmopoHbl neyenu u sHceniesbleo0sauux nymet
Peoko: mopaxenue neyeHu.

Hapywenus co cmopoHul Kodcu u NOOKOMCHBIX MKaAHeu

Heuacmo: xoxHas CHIIIb;
14
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Peoko: KpaniBHUIA, yIPeBast ChIIb, HOBHIIEHHPE norodt e renmer - =4 TENBHOCTb 0003 :

Ouenv peoko: cungpom CruBeHca-/[KOHCOHA, TOKCHYECKHH OSMUIEpMalIbHBIA HEKPOJIU3
(cunmpom Jlaifemna), aHTHOHEBPOTUYECKUM OTEK, OTEK JIMIIA, peakius (HOTOCEHCUOMIN3AINU,
KOKHBIN 3y]1.

Hapywenus co cmoponul muiuieunotl, ckeemHoti u cOeOUHUMENbHOU MKAHU

Peoko: 60mb B ciHeE.

Hapywenus co cmopoHuvl nouex u mouesvbi8o0sauux nymet

Peoxo: nonuypus, octpas moyeyHasi HeI0OCTaTOYHOCTb;

Ouenb pedxo: HeHPUT WK HEPPOTUUECKUN CHHIIPOM.

Hapywenus co cmoponvl penpo0yKmueHoU cucmembl U MOJIOYHBIX JCENe3

Peoko: HapylieHre MEHCTPYaIbHOTO [IUKJIA, HAPYIIIEHUE (PYHKIMH MIPEICTATEIILHOMN JKeTe3bl.
Obwue HapyweHus U peakyuu 8 mecme 66e0enus npenapama

Heuacmo: yToMisieMoCTb, aCTeHUs, 00JIb, pUTHIHOCTD MBIIIL, O0IIee HEJOMOTaHHUE;

Peoko: nepudepruyeckre OTeKH.

JlabopamopHvle u uncmpymenmanbHvle OaHHble

Peoxo: oTKIIOHEHNE OT HOPMBI TTOKa3aTeNel «IIeYeHOYHBIX» MPO0.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0miaTh 0 mo103peBacMbIX HEXKEIATEIbHBIX PEAKIUAX MTOCIIE PErHCTPaIiy Ipernapara ¢
IEeNbI0  O0ECIEYCHUsT HENPEPHIBHOTO MOHHUTOPHHIA COOTHOIICHHUS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHYETCSl COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATETBHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HallMOHATbHBIC
CHCTEMBI COOOIICHHMS O HEXeNaTeNbHBIX peakIHsIX TOCYAapcTB — wWIeHOB EBpa3zuiickoro

OKOHOMHUYECCKOI'O COrO3a.

Poccniickas @enepanvs

®denepanbHas ciryk0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS

Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKALIMOHHOM ceT «HTepHET»:

https://roszdravnadzor.gov.ru
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PecriyOnnka Apmenust

I'HKO «IleHTp 3KCiepTU3bI JIEKAPCTB U MEAULIUHCKUX TEXHOJIOTUI
Anpec: 0051, r. Epean, ip. Komuraca, 1. 49/5

Tenedon: + (374 10) 20-05-05, + (374 96) 22-05-05

DnekTpoHHas rmoyrta: vigilance@pharm.am

CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHUKALIMOHHON ceT «IHTepHeT»: Www.pharm.am

Pecniy6nmnka benapychb

VII «llenTp 3KcnepTU3 U UCHBITAHUN B 3JPaBOOXPAHECHUN)

Anpec: 220037, r. Munck, ToBapuiieckuit nep., 1. 2a

Tenedon ornena dpapmakonanzopa: +375 (17) 242-00-29, daxc: +375 (17) 242-00-29
OnekTpoHHas nourta: repl@rceth.by, receth@rceth.by

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MHTepHeT»: www.rceth.by

Pecrryonuka Kazaxcran

PI'TI na ITXB «HaunoHaJbHBINA UEHTP SKCHEPTHU3BI JICKAPCTBEHHBIX CPEICTB U MEIMIIMHCKUX
m3nenuit» Komurera wmemumuHCKOro #  ¢apMareBTUYECKOro KOHTPOJs MuHHCTEpCTBa
3npaBooxpaneHust Pecny6omuku Kazaxcran

Anpec: 010000, r. Actana, yn. A. Imanosa, 1. 13

Tenedon: +7 (7172) 235-135

OnekTponHas noyta: farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKAIMOHHOM ceTH «HTepHeT»: www.ndda.kz

Ksipreizckas PecryGnmka

JlemapTtaMeHT JIEKapCTBEHHBIX CPEACTB M MEAMIMHCKHX W3AeIuil mnpu MuHHCTEpCTBE
3npaBooxpanenust Koipreizckoit Pecryomiku

Anpec: 720044, r. buikek, yiu. 3-1 auHus, 4. 25

Tenedon: + (996 312) 21-92-78

Tenedon/dakc obmero ornena: + (996 312) 21-05-08

OnexTtponHas noyra: dlsmi@pharm.kg

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKAMOHHOM ceTH «HTepHeT»: www.pharm.kg

4.9. [lepeno3upoBka
CuMITOMBI

CumMnromsl nepe1o3upoBKY npenapara Jlekcalrud 25 HEU3BECTHBI.
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AHaJIOTUYHBIE JICKAPCTBEHHBIE MpEnapaThl BHIBHIBAIOT 'EQB};H—JU,EH;['; %%Tg%;f:hi{:%om,

aHopekcus, OoJb B OIKHUBOTE) M HEPBHOH CHCTEMBbI (COHJIMBOCTH, TOJIOBOKpYKEHHE,
JIe30pUEHTAIN, TOJIOBHAs 00JIb).

Jleuenune

[lpn ciydaitHoM waM W30BITOYHOM NpHEME Iperapara CiledyeT He3aMeUIUTEIbHO HadaTh
CHUMIITOMAaTHYECKOE JICYCHHE, COOTBETCTBYIOIIEE COCTOSIHUIO NamnuenTa. [lpu nmpueme B3pociabiM
Wi peOeHKOM TpenapaTa B J03e 0osnee 5 MI/KI He0OXOAMMO B TE€UEHHE Yaca MPUHSATH BHYTpPb

AKTUBUPOBAHHBIA YTOJIb; TEMOIUATN3 MaT0d(h()EKTUBEH.

5. ®PAPMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOMCTBA

®apMakoTepaneBTUYeCKas TIpymna: INPOTHBOBOCHAIUTENbHBIE M IPOTHBOPEBMATHYECKHE
IIpenaparsl; HECTEPOUAHBIC IPOTHBOBOCHAIUTEIbHBIE W MPOTUBOPEBMATHYECKUE ITPENAPaTHI;

IIPOU3BOHBIEC IPOITMOHOBON KHUCIIOTHI.

Kon ATX: MO1AE17

MexaHu3M IeHCTBUS

MexaHu3M AEeUCTBUS JEKCKeTOonpodeHa CBsA3aH C yMEHbIIEHHEM CHHTE3a MPOCTAariIaHIuHOB 32
cueT mojaBiieHusi akTuBHOCTH Iukinookcurenas (LJOI-1 u ILIOI'-2). Ilpemapar unruOupyer
MPEBpAILICHUE APAXUIOHOBOM KUCIOTHI B IIUKIM4eckue snaonepokcuasl PGG2 u PGH2, kotopeie
npoayuupytoT npocrarianguasl PGE1, PGE2, PGF2a u PGD2, a takxe npocramukind PGI2 u
tpombokcansl (TxA2 u TxB2). Kpome Toro, uHruOupoBaHue CUHTE3a MPOCTArTIAHANHOB MOXKET
BJIMATDH Ha JJPyTUe MEINATOPhl BOCTIAJICHUS, TAKUE KaK KWHUHBI, 00eCTIeunBasi He TOJIBKO IPSMOE,
HO U OTIOCPEIOBaHHOE JeiiCTBHE.

Nurubupyromee neiictBue nekckeronpodena B orHomeHuu aktuBHoctu L[OI-1 m IHOT'-2
IPOIEMOHCTPUPOBAHO Y Ja0OPATOPHBIX )KUBOTHBIX U Y JIIOJIEH.

dapmakoauHamuyeckue d3PPeKTol

JlekckeTonpodeHa TpOMETaMoJI, TPOMETAMUHOBAsI COJIb MPOIMMMOHOBOM KHCJIOTBI, OTHOCHTCS K
HECTEPOUTHBIM ITPOTUBOBOCTIATUTEILHBIM mipenapatam (HITBIT).
Ob6nagaer 06€300IMBAIOIINM, TPOTUBOBOCIIATUTEILHBIM H KAPOMOHIKAIOIINM JIEHCTBUEM.

Kimmanueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

KnuHnyeckre wucciaeoBaHUs Ha pa3jIMYHBIX KIMHUYECKHX MOJENAX OONHM TIOKa3ajiH, YTO
JEKCKeTonpod)eHa TpPOMETaMoJI 00JaaeT BBIPAKEHHOW aHAIBICTUYECKOH aKTHBHOCTBHIO.
[To manuBIM HccenoBaHUi 00e300mMBaronMii 3pdexT Hactymaer yepe3 30 MUH mocie mpuema

npernapara, NpoJoKUTETLHOCTh 00€300IMBAIOIIETO JEHCTBHUS COCTABISIET 4—0 .
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5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

Bpewmst noctmxenus MakcumManbHOW KOHIEHTPAUUH (Tcmax) JeKCKeTonpodeHa B Mia3Me KpOBH
mocJie mpuemMa BHYTph cocTaBisieT B cpeaHeM 30 muH (15-60 muH). OmHOBpEMEHHBIN MpUeM
MUY 3aMeJISIeT BcachlBaHUE JeKcKeTonpodeHa (yBenmuuuBaeTCs Tcmax, CHIDKACTCS Cmax), IPH
3TOM ILIOLIA/b TOJ] KpUBOH «KoHIeHTpaus-BpeMs» (AUC) He u3mensercs.

Pacnpenenenue

[Tepunon momypacnpenenenus aekckeronpodena cocrapisieT okojo 0,35 u. Cpennee 3HaueHue
obbeMa pacrnpeseneHus AekckeTonpodena cocrabiuser meHee (0,25 /Kr kak y mpermapara ¢
BBICOKOW CTEMEHbIO CBsI3bIBaHHWS ¢ Oenkamu 11a3Mbl  KpoBU  (99%). ITlo maHHBIM
(hapMaKOKMHETHYECKUX MCCIEAOBAHUN MTPH MHOTOKPATHOM MpUEME JIeKCKeTonpodeHa 3HaueHus
noka3zaresel Cmax 1 AUC mocie npuema nociaeaHen 403bl He OTJIMYAI0TCS OT 3HAYEHUM MTOCIE €ro
OJIHOKPAaTHOT'O IIPUEMa, YTO YKa3bIBa€T HA OTCYTCTBUE KyMYJISLIMU IIperapara.

Buorpancdopmarus

[Tocne mpuema aekckerompodeHa B MO4Ye OOHAPYKUBAETCS TOJIBKO €ro ONTHYECKUI H30MEp
S-(+), 9TO CBHAETENHCTBYET 00 OTCYTCTBHUHU TpaHC(HOPMAILMH MperapaTa B ONTHYCCKUN U30Mep
R-(-) B opranm3me venoBeka. OCHOBHBIM ITyTEM METa0OJIM3Ma JIEKCKETONpoQeHa SBISETCS €ro
KOHBIOTalluA C I‘JIIOKypOHOBOﬁ KHCIIOTOH C MOCJICAYIOIIUM BBIBCACHUCM IMTOYKaMHU.

DIMMUHALIUA

[Tepuon momyBsiBenenus (T1/2) nexckeronpodena cocrasiser 1,65 4.

6. PAPMAIIEBTHYECKHE CBOVCTBA
6.1. Ilepeyenb BcnoMOraTebHbIX BellleCTB
Tab6yeTku, MOKPHITHIC TNIEHOYHOU 000JIOYKOM.
Aopo:

Heticmeyrowee eeujecmso:

Jexckeronpodena rpomeramon — 36,90 mr,
(’xBHBaNeHT nekckeronpodena) — 25,00 mr.
Bcnomozamenvhule ewjecmea:

LEJUTI0J103a MUKpOKpucTaunueckas (tun 101),
KpaxmaJl KyKypy3HblH,
KapOOKCUMETHIIKpaxMas HaTpus (TUIl A),
[IIMLIEpUHA JUcTeaparT.

Ilnenounasn obonouka:

TUIIPOMEINIO3a,
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tutana quokeun (E 171),

makporoa 6000,

IMMPOIMUJICHTJINKOJIb.

6.2. HecoBMecTHMOCTD

He npumenumo

6.3. Cpok rogHocTH (CPOK XpaHeHUs)

2 rona - oimcrtep [IIBX/donbra amroMuaneBas|.
3 rona - 6mucrep [osabra amromMuHueBast/hoabra aTIOMIUHUEBAS |.

He npuMeHsATh 0 HCTEUEHUH CPOKA FOJTHOCTH, YKa3aHHOTO Ha yIaKOBKE.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuUTh B 3alIMIICHHOM OT CBETa MecTe Ipu Temiieparype He Bbime 25 °C. - Omucrep
[[IBX/(onsra amromuHueBas|.

JlekapCTBEeHHBIN mpenapar He TpeOyeT CHelHanbHBIX YCIOBUH XpaHEHus. - omuctep [dosbra
IIOMUHUEBAsT/(OJIbra aTlOMUHUEBAs |.

JlekapCTBEHHOE CPENICTBO XPAHUTh B HEIOCTYITHOM JIJIs1 IETel MecTe!

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH
ITo 10 Tabnerok B 6muctep u3 [IBX/donbru amroMuHneBOl WK GONbru artoMUHUEBON/(HONIBIH
AIFOMUHHUEBOM.

[To 1, 3 mim 5 6UCTEPOB C TUCTKOM-BKIIQJIBIIIIEM B KAPTOHHOM IMavKe.

6.6. Oco0ble MepbI NPEAOCTOPOKHOCTH IPH YHHYTOKEHUH HCI0JIB30BAHHOTO
JIEKAPCTBEHHOI0 MpenapaTra WM 0TX0/A0B, NMOJY4YeHHbIX MOCJe NPUMEHEeHHs NMpenapara u
ApYrue MaHUMYJISIHHH € MPenapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
JlrokceMOypr
Menapunu Untepusman Onepeiima3 JlrokcemOypr C.A.
L-1611 JIrokcemOypr, ABento ae na ["ap, 1
Tenedon: (+352) 264970
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®dakc: (+352) 26497049 (MOCNEOCBATENEHOCTE 0003)

OnexTpoHHas noyra: miol regulatory@menarini.lu

7.1 IlpeacTaBuTenb Jep:KaTeisi pericTPAalMOHHOIO Y10CTOBEPEeHHUs

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

000 «bepann-Xemu/A.MeHapuHI»

Anpec: 123112, r. Mocksa, [Ipecuenckas nabepexsas, a. 10, bl «bamns va HabepexHoi»,
bnok b

Tenedon: +7 (495)785-01-00

dakc: +7 (495)785-01-01

OnextponHas noyra: office-russia@berlin-chemie.com

PecriyOnnka Apmenust

[IpencraBurenscrBo bepnun-Xemu Al

Anpec: 0010, r. EpeBan, yn. Apamu, 1. 4, kB. 3
Tenedon: + (374 11) 500-771, + (374 11) 500-773
Qaxc: + (374 11) 500-772

DnekTpoHHas noyvra: office-armenia@berlin-chemie.com

Pecniybnuka benapych

[IpencraButensctBo bepnun-Xemu Al

Anpec: 220004, r. Munck, yi. 3amkoBas, 1. 27, oduc 2
Tenedon: + (375 17) 270-26 -80, + (375 17) 270-26-81
dakc: + (375 17) 270-26-84

DnekTpoHHas rmoyra: be-bel-minsk@berlin-chemie.com

Pecriyonuka Kazaxcran

Ounuan AO «bepiann-Xemu AI» B Pecniy6nuke Kazaxcran

Anpec: 050051, r. Anmatsl, yia. Jlyranckoro, 1. 54, korremk Ne 2
Tenedon: +7 (727) 244 6183, +7 (727) 244 6184, +7 (727) 244 6185

OnextponHas noura: Kazakhstan@berlin-chemie.com

Ksipreizckas PecryGnmka
[IpencraButensctBo bepnun-Xemu AI'
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Anpec: 720011, r. Bumkek, yi. Illonokosa, a. 121/1, BHQﬁéd@&@iB&rﬂéwg,: J70003)

Tenedon: + (996 312) 30-60-81, + (996 312) 30-61-42, + (996 312) 30-60-38
daxkc: + (996 312) 30-61-85

OnektponHas nodra: bekyrbis@berlin-chemie.com
8. HOMEP PETHCTPAIMOHHOI'O YIOCTOBEPEHUS:

JITT-Ne(002508)-(PT-RU)

9. JATA TTEPBUYHOM PETMICTPAIIMU (ITOJATBEPXJIEHHWSI PEITMCTPAIIUMN,
HNEPEPET'UCTPAILIUN)
Hara nepoii peructpanuu: 09.06.2023

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepucTHKa JIEKAPCTBEHHOTO  mpemapara JlekcanrwH 25  gocTynmHa  Ha
UHPOPMAIIMOHHOM TIOpTajie EBpa3suiicKkoro SKOHOMHUYECKOTO Co3a B HWH(GOPMAIMOHHO-

KOMMYHUKaIMOHHOU cetn «HTepHEeT» https://eec.eaeunion.org/.
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	Абсорбция
	Время достижения максимальной концентрации (ТСmax) декскетопрофена в плазме крови после приема внутрь составляет в среднем 30 мин (15–60 мин). Одновременный прием пищи замедляет всасывание декскетопрофена (увеличивается ТСmax, снижается Сmax), при это...
	Распределение
	Период полураспределения декскетопрофена составляет около 0,35 ч. Среднее значение объема распределения декскетопрофена составляет менее 0,25 л/кг как у препарата с высокой степенью связывания с белками плазмы крови (99%). По данным фармакокинетически...
	Биотрансформация
	После приема декскетопрофена в моче обнаруживается только его оптический изомер  S-(+), что свидетельствует об отсутствии трансформации препарата в оптический изомер R-(–) в организме человека. Основным путем метаболизма декскетопрофена является его к...
	Элиминация
	Период полувыведения (T1/2) декскетопрофена составляет 1,65 ч.

